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HEARING  PROTECTORS 
Noise  Labeling  Requirements 

AGENCY :  Environmental  Protection 
Agency. 

ACTION:  Notice  of  Proposed  Rulemak¬ 
ing. 

SUMMARY:  By  this  notice  the  Envi¬ 
ronmental  Protection  Agency  proposes  to 
establish  noise  labeling  requirements  for 
hearing  protective  devices.  The  proposed 
labeling  standards  would  require  hearing 
protector  manufacturers  to  label,  in  a 
uniform  manner,  all  hearing  protectors 
sold  in  the  United  States  as  to  their  ef¬ 
fectiveness  (as  determined  by  a  uniform 
procedure)  in  reducing  noise  entering 
the  ear.  The  principal  intent  of  this 
labeling  requirement  is  to  ensure  that 
information  is  available  to  potential  pur¬ 
chasers  and  users  of  hearing  protectors 
that  will  assist  them  in  the  selection  of 
a  device  which  can  adequately  protect 
their  hearing  in  a  given  noise  environ¬ 
ment. 

DATES:  Written  comments  must  be  re¬ 
ceived  on  or  before  September  20,  1977. 
Proposed  effective  date  of  the  final  rule — 
6  months  from  date  of  promulgation. 

ADDRESS:  Written  comment  should  be 
sent  to  the  following  address:  Director, 
Standards  and  Regulations  Division,  Of¬ 
fice  of  Noise  Abatement  and  Control 
(AW-471),  Attention:  Hearing  Protec¬ 
tor,  Docket  Number  77-5,  U.S.  Environ¬ 
mental  Protection  Agency,  Washington, 
D.C.  20460. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Ms.  Ellen  Robinson,  Public  Informa¬ 
tion  Specialist,  US.  Environmental 
Protection  Agency,  Office  of  Public 
Affairs  (A-107) ,  401  M  Street  SW., 
Washington,  D.C,  20460  (202-755- 

0704). 

SUPPLEMENTARY  INFORMATION: 
See  following  text. 

Introduction 

The  Environmental  Protection  Agency 
(EPA  or  the  Agency),  by  this  Notice,  is 
proposing  to  require  the  labeling  of  hear¬ 
ing  protective  devices.  This  proposed  rule 
has  been  developed  under  the  statutory 
authority  of  sections  8,  10,  11,  and  13  of 
the  Noise  Control  Act  of  1972  (the  Act) . 
Section  8  directs  the  Administrator  of 
EPA  to  prepare  labeling  requirements 
for:  (1)  Products  which  emit  noise  capa¬ 
ble  of  adversely  affecting  the  public 
health  or  welfare;  and  (2)  products 
which  are  sold  wholly  or  in  part  on  the 
basis  of  their  effectiveness  in  reducing 
noise. 

These  requirements  are  being  proposed 
as  Subpart  B  to  40  CFR  Part  211.  Sub¬ 
part  A  of  that  part  specifies  the  general 
provisions  for  product  noise  labeling  un¬ 
der  section  8.  The  general  provisions  of 
Subpart  A  are  being  proposed  concur¬ 


rently  by  the  Agency  in  a  separate  rule- 
making  action. 

On  December  5,  1974,  EPA  published 
an  Advance  Notice  of  Proposed  Rulemak¬ 
ing  (39  FR  42380)  which  identified  hear¬ 
ing  protective  devices  as  the  first  prod¬ 
uct  to  be  considered  for  noise  labeling 
requirements. 

Hearing  protective  devices,  frequently 
referred  to  as  “hearing  protectors”,  are 
principally  sold  to  reduce  the  harmful 
effects  of  noise  on  the  human  ear.  How¬ 
ever,  there  is  a  range  of  devices  that 
can  be  purchased  to  reduce  unwanted 
environmental  sounds  to  levels  that  per¬ 
mit  sleep,  study,  or  simply  allow  relaxa¬ 
tion.  While  many  of  these  devices  afford 
a  significant  measure  of  sound  reduc¬ 
tion,  their  effectiveness  in  high  noise  en¬ 
vironments  (e.g.  metal  working  plants, 
airports,  textile  mills)  may  be  marginal 
at  best.  Thus,  users  of  such  devices,  i.e. 
devices  that  are  insufficient  for  their 
noise  environments,  can  sustain  perma¬ 
nent  hearing  loss  from  prolonged  expo¬ 
sure  to  harmful  noise  levels  from  which 
they  believe  themselves  protected. 

The  labeling  requirements  being  pro¬ 
posed  will  require  all  manufacturers  of 
hearing  protectors  to  label  each  device 
as  to  its  effectiveness  in  reducing  noise 
entering  the  ear.  The  effectiveness  will 
be  expressed  in  terms  of  a  single  num¬ 
ber  Noise  Reduction  Rating  (NRR)  that 
is  to  be  derived  from  a  series  of  noise 
attenuation  measurements  taken  over  a 
broad  frequency  spectrum. 

The  principal  intent  of  this  labeling 
requirement  is  to  ensure  that  informa¬ 
tion  is  available  to  potential  users  which 
will  assist  them  in  selecting  a  device 
that  can  adequately  protect  their  hear¬ 
ing  in  a  given  noise  environment. 

Background 

In  developing  this  proposed  rule,  the 
EPA  ( 1  >  defined  a  broad  conceptual  ap¬ 
proach  to  labeling  and  identified  poten¬ 
tial  problem  areas  (this  approach  was 
presented  to  a  Federal  Interagency  Sem¬ 
inar/Workshop  on  Labeling  for  review 
and  recommendation) ;  (2)  conducted 
an  extensive  investigation  of  hearing 
protective  devices  to  identify  an  appro¬ 
priate  technique  for  rating  their  effec¬ 
tiveness  and  to  determine  the  type  of 
information  most  useful  to  prospective 
users;  (3)  held  meetings  with  key  in¬ 
dustry  and  governmental  organizations 
including  the  U.S.  Air  Force,  the  Na¬ 
tional  Institute  for  Occupational  Safety 
and  Health,  and  independent  testing 
laboratories;  (4)  analyzed  responses  to 
the  Advance  Notice  of  Proposed  Rule- 
making:  and  (5)  conducted  a  study  of 
the  hearing  protector  industry  to  assess 
the  effects  of  possible  Federal  labeling 
requirements  and  the  attendant  enforce¬ 
ment  measures. 

Rating  schemes  for  hearing  protector 
effectiveness  were  found  to  be  available 
and  a  procedure  for  calculating  the 
“Noise  Reduction  Rating”  was  adopted. 
This  empirically  derived  rating  is  con¬ 
tained  in  the  National  Institute  for  Oc¬ 
cupational  Safety  and  Health  publica¬ 
tion,  HEW  (NIOSH)  76-120,  entitled, 
“List  of  Personal  Hearing  Protectors  and 
Attenuation  Data,”  dated  September 


1975,  and  is  utilized  in  §  211.2.7  of  the 
proposed  rule.  The  Agency  believes  that 
this  technique  provides  the  most  mean¬ 
ingful  rating  method. 

The  proposed  EPA  hearing  protector 
labeling  program  will  be  compatible  with 
a  voluntary  hearing  protector  certifica¬ 
tion  program  planned  by  the  National 
Institute  for  Occupational  Safety  and 
Health. 

Purpose  of  the  Label 

Section  8  of  the  Act,  in  part,  explicitly 
directs  EPA’s  labeling  program  to  re¬ 
quire  the  providing  of  information  con¬ 
cerning  the  effectiveness  of  products 
which  are  sold  on  the  basis  of  their  abil¬ 
ity  to  reduce  noise.  Such  Federal  action 
is  not  intended  to  approve,  disapprove, 
or  pass  judgment  on  the  effectiveness  of 
a  product.  Rather,  the  purpose  is  to  re¬ 
quire  disclosure  to  the  potential  user,  in 
an  accurate,  easy  to  understand  fashion, 
of  information  concerning  the  noise  re¬ 
ducing  characteristics  of  the  product. 
In  the  case  of  hearing  protectors,  this 
characteristic  is  a  measure  of  the  over¬ 
all  noise  attenuation  capability. 

Audience 

Section  2  of  the  Noise  Control  Act 
states  that  one  of  the  express  purposes 
of  the  Act  is  to  provide  information  to 
the  public  concerning  the  noise  char¬ 
acteristics  of  products.  Section  8  goes  on 
to  require  that  such  notice  be  given  to 
the  prospective  users  of  certain  products 
that  emit  or  reduce  noise.  Therefore,  the 
information  provided  on  a  label  must  be 
directed  primarily  toward  those  seg¬ 
ments  of  the  public  which  will  most 
likely  purchase  or  use  the  labeled  prod¬ 
uct,  and  must  be  sufficient  to  permit  a 
selection  with  respect  to  specific  needs. 

Information  Requirements 

The  primary  information  required  by 
section  8,  with  respect  to  hearing  protec¬ 
tors,  is  an  indication  of  their  effective¬ 
ness  in  reducing  noise.  However,  addi¬ 
tional  information  is  necessary  to  sup¬ 
port  the  effectiveness  rating,  as  well  as 
to  facilitate  the  enforcement  of  the  la¬ 
beling  requirements.  These  information 
requirements  are  discussed  in  more  de¬ 
tail  below. 

EFFECTIVENESS  RATING 

Characterizing  the  effectiveness  of 
hearing  protective  devices  is  a  somewhat 
complex  task.  Since  they  do  not  reduce 
all  frequency  components  to  the  same 
degree,  the  amount  of  overall  sound  at¬ 
tenuation  will  vary  with  different  noises. 
That  is  to  say,  the  effectiveness  of  a  sin¬ 
gle  device  can  vary  depending  upon  the 
character  of  the  noise  environment. 

There  is  a  variety  of  techniques  avail¬ 
able  to  measure  the  attenuation  charac¬ 
teristics  of  hearing  protectors  as  de¬ 
scribed  in  the  background  document 
accompanying  this  proposed  rule.1  EPA 

‘“Background  Document  for  the  Labeling 
of  Hearing  Protectors.”  Prepared  by  the  En¬ 
vironmental  Protection  Agency,  April  1977. 
Copies  may  be  obtained  from  the  U.S.  En¬ 
vironmental  Protection  Agency,  Public  In¬ 
formation  Center,  PM  216,  Room  2104D,  401 
M  Street  SW.,  Washington.  D.C.  20460. 
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Investigations  have  determined  that  the 
Acoustical  Society  of  America  Standard, 
ASA  STD  1-1975,  “Method  for  the  Meas¬ 
urement  of  Real-Ear  Protection  of  Hear¬ 
ing  Protectors  and  Physical  Attenuation 
of  Earmuffs”  provides  the  most  appro¬ 
priate  method  for  assessing  the  attenu¬ 
ation  effectiveness  of  a  hearing  protec¬ 
tive  device.  This  procedure  determines 
the  attenuation  capability  of  a  device  by 
measuring  the  threshold  of  hearing  with 
and  without  the  device  in  place.  This 
test  is  performed  for  nine  different  fre¬ 
quency  bands  with  10  test  subjects  and 
is  repeated  3  times,  yielding  30  attenua¬ 
tion  measurements  for  each  frequency 
band.  The  mean  attenuation  and  stand¬ 
ard  deviation  for  each  band  are  subse¬ 
quently  reported. 

Realizing  the  difficulty  in  utilizing 
such  measurements  for  labeling  purposes, 
the  Agency  has  adopted  a  method,  spe¬ 
cified  In  the  National  Institute  for  Occu¬ 
pational  Safety  and  Health  publication, 
HEW  (NIOSH)  76-120,  which  reduces 
this  data  to  a  single  number  Noise  Re¬ 
duction  Rating  (NRR) . 

The  method  of  calculating  the  Noise 
Reduction  Rating  incorporates  an  ad¬ 
justment  factor  to  account  for  the  varia¬ 
tion  in  attenuation  due  to  different  noise 
spectra.  It  also  accounts  for  variability 
in  attenuation  due  to  the  way  the  device 
fits  by  subtracting  two  standard  devia¬ 
tions  from  each  of  the  mean  attenuation 
values.  This  assures  applicability  of  the 
attenuation  estimates  to  98  percent  of 
the  population. 

An  “A”  scale  noise  level  is  one  which 
is  weighted  to  approximate  the  human 
threshold  of  hearing  curve.  A  “C”  scale 
level  is  that  which  approximates  a  rela¬ 
tively  unweighted  sound  pressure  level. 
The  NRR  reflects  the  number  of  decibels 
actually  screened  by  the  protective  de¬ 
vice,  that  is,  the  higher  the  Noise  Reduc¬ 
tion  Rating  the  better  the  attenuation 
performance  that  can  be  expected.  Ex¬ 
periments  indicate  that  when  the  NRR 
number  is  subtracted  from  the  C- 
welghted  level  of  the  noise  enviroment. 
the  result  represents  a  conservative  es¬ 
timate  of  the  A-welghted  noise  level  that 
will  reach  the  ear  drum  with  the  device 
in  place.  For  example;  in  a  environment 
with  an  80  dBC  noise  level,  a  person 
wearing  a  hearing  protector  with  an 
NRR  of  20  would  experience  a  noise  level 
of  approximately  60  dBA. 

Consequently,  the  Agency  proposes  to 
adopt  this  single  number  factor  derived 
from  the  measurements  of  ASA  STD- 
1975  as  the  Noise  Reduction  Rating 
(NRR)  for  hearing  protective  devices. 
The  procedure  for  calculating  the  NRR 
is  set  forth  in  section  211.2.7  of  the  pro¬ 
posed  regulation. 

In  order  to  enhance  the  meaning  of 
the  NRR  for  a  specific  device,  the  pro¬ 
posed  regulation  requires  that  the  over¬ 
all  range  of  NRR  values  for  known  hear¬ 
ing  protectors  be  indicated.  This  range 
was  determined  to  be  from  0  to  31  for 
existing  devices. 

B.  ADDITIONAL  INFORMATION 

In  order  to  facilitate  enforcement  of 
the  proposed  regulation,  it  is  necessary 


to  require  that  certain  additional  infor¬ 
mation  appear  with  the  devices,  specifi¬ 
cally,  an  identification  of  the  manufac¬ 
turer  and  the  location  where  product  in¬ 
formation  can  be  obtained,  a  precise 
Identification  of  the  product  with  respect 
to  type  and  model,  and  the  month  and 
year  of  production. 

There  is,  in  addition,  other  informa¬ 
tion  pertinent  to  the  effectiveness  of 
hearing  protectors  which  can  not  be 
readily  Incorporated  into  the  single  num¬ 
ber  Noise  Reduction  Rating,  but  which, 
nonetheless,  should  accompany  the  prod¬ 
uct,  and  which  is,  therefore,  also  required 
by  the  proposed  regulation.  First,  are  the 
octave  band  attenuation  values  and  the 
associated  standard  deviations  used  to 
derive  the  Noise  Reduction  Rating.  This 
data  will  facilitate  selection  of  appro¬ 
priate  hearing  protectors  for  varying 
noise  environments.  Second  in  a  state¬ 
ment  regarding  the  importance  of  fit, 
which  is  essential  for  devices  manufac¬ 
tured  in  various  sizes.  Fit  is  so  critical 
to  performance  that  the  purchaser  must 
be  aware  of  it  as  an  important  factor. 
Closely  related  to  this  is  the  requirement 
that  Instructions  be  given  cm  the  proper 
wearing  of  the  device. 

A  qualifying  statement  concerning  im¬ 
pulsive  noise  is  also  deemed  necessary 
because  the  NRR  is  based  on  the  attenu¬ 
ation  of  continuous  noise  and  may  not 
provide  an  accurate  description  of  the 
reduction  of  impulsive  noise.  It  is  be¬ 
lieved,  however,  as  a  general  rule,  that 
the  more  effective  a  device  is  in  the  re¬ 
duction  of  continuous  noise,  the  better 
it  will  attenuate  impulsive  noise.  How¬ 
ever,  any  claims  concerning  the  specific 
effectiveness  of  a  device  in  reducing  im¬ 
pulsive  noise  must  be  substantiated  by 
manufacturers  with  scientific  test  results 
which  are  acceptable  to  the  Agency.  This 
substantiation  must  take  place  prior  to 
making  such  public  claim. 

Presentation  of  Information 

It  is  very  important  that  the  informa¬ 
tion  being  conveyed  be  presented  in  a 
manner  conducive  to  its  use.  For  the  most 
part,  the  requirements  for  hearing  pro¬ 
tective  devices  conform  to  the  general 
labeling  requirements  set  forth  in  40 
CFR  Part  211  subpart  A.  However,  cer¬ 
tain  changes  have  been  Incorporated  to 
deal  specifically  with  hearing  protective 
devices. 

The  general  format  of  subpart  A  will 
remain  the  same.  The  minimum  label 
size  has  been  designated  as  lMt"  by  2" 
with  corresponding  type  size  for  each 
piece  of  information. 

It  is  intended  that  the  label  be  visible 
prior  to  purchase.  The  proposed  rule  re¬ 
quires  that  the  label  appear  on  the  de¬ 
vice  or  its  carrying  case.  If,  as  a  result 
of  this  requirement,  the  label  is  not  visi¬ 
ble  prior  to  purchase,  then  an  additional 
label  must  appear  on  the  packaging,  in 
a  manner  to  be  selected  by  the  manu¬ 
facturer.  Where,  however,  the  manufac¬ 
turer  determines  that  this  additional  la¬ 
bel  is  to  be  adhered  to  or  printed  on  the 
surface  of  the  packaging,  as  opposed  to 
being  a  hang  tag,  then  it  must  appear  cm 
the  principal  surface  of  the  packaging. 


In  addition  to  the  requirements  for 
the  primary  label,  it  is  required  that  the 
supporting  information  discussed  earlier 
accompany  the  device  in  a  manner  that 
would  ensure  its  availability  to  the  pur¬ 
chaser.  The  method  of  presenting  the 
supporting  information  may  be  selected 
by  the  manufacturer.  It  is  envisioned 
that  this  would  be  in  the  form  of  an 
enclosure  to  the  product. 

Alternatives  Considered 

In  the  analysis  of  alternatives,  exten¬ 
sive  consideration  was  given  to  the  ef¬ 
fectiveness  rating.  The  principal  alter¬ 
native  to  the  proposed  rating  was  to 
designate  three  or  four  classes  of  hear¬ 
ing  protective  devices,  depending  upon 
their  attenuation  capability. 

The  advantage  of  class  designation  is 
in  its  simplicity.  A  user  could  tell  at  a 
glance  whether  a  device  would  provide 
hlght  medium  or  low  attenuation.  There 
are  two  significant  disadvantages  to  this 
approach,  however.  First,  there  is  really 
no  firm  basis  for  selecting  the  bound¬ 
aries  of  these  classes.  Thus  marginal  de¬ 
vices  may  be  improperly  penalized.  Sec¬ 
ond,  the  class  designation  would  offer 
little  technical  assistance  to  the  individ¬ 
ual  exposed  to  hazardous  noise.  There¬ 
fore,  the  informed  user 'would  have  con¬ 
siderable  difficulty  in  assessing  his  ex¬ 
posure  while  using  hearing  protectors. 

The  second  alternative  was  to  provide 
a  combination  of  numerical  rating  and 
class  designation.  This  was  rejected  on 
the  basis  of  redundancy.  Instead,  the 
typical  range  of  the  numerical  rating  for 
all  devices  will  be  indicated.  This  will 
permit  the  ranking  of  a  given  hearing 
protector  with  other  available  devices 
and  thereby  serve  the  purpose  of  a  class 
designation. 

Impact  on  Public  Health  and  Welfare 

There  is  no  doubt  that  providing  uni¬ 
form  information  as  to  the  effectiveness 
of  hearing  protectors  will  be  beneficial. 
It  is  very  difficult,  however,  to  quantify 
these  benefits.  Unlike  product  noise  reg¬ 
ulations,  labeling  requirements  do  not 
dictate  performance  standards.  Rather, 
they  only  require  manufacturers  to  pro¬ 
vide  specified  information  about  their 
product’s  performance.  Few  hearing 
protective  devices  are  currently  labeled 
in  a  manner  easily  interpreted  by  the 
buying  public  or  conducive  to  the  com¬ 
parison  of  products.  It  is  anticipated 
that  the  proposed  regulation  will  assist 
purchasers  in  selecting  the  most  appro¬ 
priate  device  for  their  needs. 

Economic  Impact 

The  principal  cost  of  the  proposed 
labeling  regulation  is  the  cost  of  product 
testing  and  the  administration' of  com¬ 
pliance  requirements.  In  the  case  of 
hearing  protectors,  cost  estimates  of 
performance  testing  range  from  $1,000- 
$2,000  for  each  test.  This  is  due  to  the 
subjective  test  method*  that  requires 
ten  human  subjects  and  lengthy  test  pe¬ 
riods.  Sections  have  been  reserved  in  the 


*  "Objective”  test  methods  for  Insert  type 
bearing  protectors  are  not  currently  avail¬ 
able. 
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projected  regulation  to  incorporate 
reliably  objective  measurement  methods 
as  they  become  available.  Objective  tests 
should  result  in  significant  cost  reduc¬ 
tions.  It  has  been  estimated  that  the  cost 
to  the  industry  of  this  regulation  would 
initially  be  $400,000  to  $500,000  with 
subsequent  annual  costs  of  $200,000  to 
$300,000.* 

Enforcement 

A.  GENERAL 

The  EPA  enforcement  strategy  is 
designed  to  provide  EPA  with  adequate 
assurance  that  regulated  hearing  pro¬ 
tectors  distributed  into  commerce  are 
labeled  correctly  and  that  cases  of  im¬ 
proper  labeling  are  detected  and  rem¬ 
edied.  The  proposed  enforcement  strat¬ 
egy  incorporates  two  basic  components 
to  accomplish  this:  Label  Verification, 
and  Compliance  Audit  Testing. 

The  Label  Verification  provisions  re¬ 
quire  that  each  manufacturer  test  pro¬ 
duction  protectors  of  each  category  of 
protector  in  accordance  with  the  speci¬ 
fied  Federal  procedure.  He  must  then 
label  each  category  with  the  associated 
noise  reduction  rating  (NRR),  and  pro¬ 
vide  as  additional  information,  attenu¬ 
ation  values  at  each  of  the  nine  octave 
bands  at  levels  no  greater  than  the  re¬ 
sults  of  the  test.  In  this  way,  protectors 
on  the  market  are  labeled  relative  to 
their  performance  as  determined  by  a 
specified  test  procedure,  and  purchasers 
are  better  able  to  compare  the  per¬ 
formance  of  various  protectors  and  se¬ 
lect  the  product  best  suited  to  their 
needs. 

Compliance  Audit  Testing  is  testing  of 
production  products  initiated  at  the  re¬ 
quest  of  the  Agency,  to  determine 
whether  production  products  perform  as 
they  are  labeled.  This  portion  of  the  en¬ 
forcement  strategy  is  designed  to  require 
a  minimum  of  testing  and  thereby  mini¬ 
mize  the  cost  impact  on  the  manufac¬ 
turer.  The  Agency  has  reserved  the  right 
to  require  such  testing  in  order  to  pro¬ 
vide  a  mechanism  by  which  to  check 
production  line  products  to  determine 
whether  they  comply  with#  their  labeled 
values.  As  distinguished  from  label  veri¬ 
fication  testing,  tliis  compliance  testing 
need  only  be  initiated  upon  request  by 
the  Agency;  it  is  not  an  automatic  re¬ 
quirement  of  the  regulations. 

B.  LABELING  VERIFICATION 

Label  verification  testing  is  a  minimum 
requirement  the  manufacturer  must 
meet  in  order  to  distribute  his  products 
into  commerce.  Hie  manufacturer  is  re¬ 
sponsible,  however,  to  assure  that  each 
protector  distributed  in  commerce  per¬ 
forms  at  least  as  well  as  its  labeled  val¬ 
ues.  He  may  therefore  desire  to  label  the 
protectors  at  values  representing  some¬ 
what  less  performance  than  actually  de¬ 
termined  pursuant  to  section  211.2.7  to 
assure  that  he  is  in  compliance.  He  may 
also  institute  other  internal  test  and/or 
evaluation  programs  to  assure  that  all 
products  distributed  into  commerce  meet 


*  “Background  Document  for  the  Labeling 
of  Hearing  Protectors,  April,  1977.” 


their  labeled  values.  Categories  of  pro¬ 
tectors  basically  follow  model  lines  and 
are  defined  on  the  basis  of  the  type  of 
protector  (ear-muff,  cap,  insert)  and 
physical  parameters  that  affect  attenua¬ 
tion  (shape,  material  composition,  phy¬ 
sical  dimensions,  etc.).  A  manufacturer 
can  add  further  parameters  if  he  wishes, 
creating  additional  categories  which 
must  then  be  verified  and  can  be  labeled 
differently. 

EPA  requires  that  a  manufacturer  file 
a  labeling  verification  report  containing 
a  description  of  all  hearing  protector 
categories,  a  single  page  data  sheet  of 
test  results  for  each  category,  and  a 
copy  of  the  label.  This  testing  must  be 
accomplished  prior  to  distribution  of 
products  into  commerce.  However,  upon 
application  by  the  manufacturer,  the 
Administrator  may  grant  the  manufac¬ 
turer  up  to  20  days  time  to  comply  with 
the  labeling  verification  requirements, 
beyond  the  first  date  of  distribution  into 
commerce.  This  grace  period  is  designed 
to  provide  for  situations  where  condi¬ 
tions  outside  the  manufacturer’s  control 
make  it  impossible  for  the  manufacturer 
to  complete  labeling  verification  prior  to 
distribution  into  commerce.  In  the  ap¬ 
plication  the  manufacturer  must  give 
EPA  a  basis  of  reasonable  assurance  that 
(1)  the  hearing  protectors  conform  to 
their  labeled  values  and  (2)  the  labeling 
verification  requirements  will  be  met  be¬ 
fore  the  end  of  the  20-day  period.  If  the 
labeling  verification  requirements  are 
not  met  by  the  end  of  Oils  period,  the 
manufacturer  must  cease  further  distri¬ 
bution  into  commerce  of  that  particular 
category  of  protectors  prior  to  complet¬ 
ing  verification  testing. 

The  manufacturer  must  verify  each 
category  of  protector  once  each  calendar 
year  unless  he  requests  the  Adminis¬ 
trator  to  accept  the  use  of  data  from  pre¬ 
vious  labeling  verification  reports.  Hie 
Administrator  will  consider  all  relevant 
facts  in  determining  whether  to  accept 
such  data,  such  as  the  results  of  any  com¬ 
pliance  testing  during  previous  years,  the 
manufacturer’s  quality  control  proce¬ 
dures,  and  any  other  test  data  that  could 
indicate  that  production  products  con¬ 
tinue  to  comply  with  their  labeled  values. 

The  manufacturer  need  not  .verify 
categories  at  any  particular  point  in  a 
year.  The  requirement  is  simply  that  pro¬ 
tectors  be  verified  prior  to  distribution 
into  commerce,  unless  granted  a  grace 
period  of  up  to  20  days.  This  leaves  a 
certain  flexibility  in  the  scheme  to  meet 
a  manufacturer’s  needs.  For  example,  a 
category  could  be  verified  early  in  the 
year  when  it  is  convenient,  even  though 
it  will  not  be  distributed  until  later,  or 
it  can  be  verified  just  prior  to  distribu¬ 
tion  into  commerce. 

The  proposed  procedures  require  a 
manufacturer  to  test  standard  produc¬ 
tion  protectors  rather  than  prototypes. 
The  Agency  believes  that  the  perform¬ 
ance  of  production  protectors  rather  than 
prototypes  is  a  better  indicator  of  the 
performance  of  future  production  prod¬ 
ucts.  EPA  requests  comments  on  this  par¬ 
ticular  issue.  Responses  should  address 
additional  manufacturer  cost,  if  any,  as¬ 


sociated  with  testing  of  production  prod¬ 
ucts,  lead  time  to  procure  adequate 
labels,  and  data,  if  any,  which  would  in¬ 
dicate  that  prototype  testing  is  an  ade¬ 
quate  alternative  to  production  product 
testing. 

Several  manufacturers  have  indicated 
to  the  Agency  that  they  use  test  proce¬ 
dures  for  product  development  testing 
which  are  less  expensive  to  conduct  than 
those  specified  in  this  regulation.  These 
procedures  do  not  involve  testing  human 
subjects  but  rather  use  an  apparatus 
upon  which  the  hearing  protective  de¬ 
vices  can  be  mounted  and  product  at¬ 
tenuation  values  determined.  The  manu¬ 
facturers  have  indicated  that  these  ob¬ 
jective  procedures  do  not  correlate  well 
with  the  Federal  procedure  proposed 
herein. 

The  Agency  solicits  comments  however, 
on  the  potential  use  of  such  objective 
tests  to  satisfy  any  of  the  testing  require¬ 
ments  of  these  regulations.  Comments 
should  address  the  correlation  between 
such  objective  tests  and*  the  Federal 
procedure,  cost  savings,  associated  with 
such  objective  testing,  and  the  ability  of 
short  test  results  to  indicate  that  a  par¬ 
ticular  model  of  protector  does  or  does 
not  perform  in  accordance  with  its 
labeled  values. 

C.  COMPLIANCE  AUDIT  TESTING 

Compliance  audit  testing  will  be  initi¬ 
ated  by  the  issuance  of  a  test  request  to 
a  manufacturer  and  will  specify  what 
hearing  protector  category  to  test,  what 
plant  or  storage  facility  to  select  from, 
the  number  of  protectors  to  be  tested, 
the  test  facility  at  which  testing  shall  be 
conducted,  and  other  specifics.  The  test 
request  will  provide  for  situations  in 
which  the  selected  category  is  unavail¬ 
able  for  testing.  Compliance  audit  testing 
is  not  an  automatic  requirement  of  the 
regulations  but  rather  must  be  initiated 
only  upon  request  by  the  Agency. 

Upon  receipt  of  the  test  request,  the 
manufacturer  selects  protectors  from  the 
batch  of  hearing  protectors  next  sched¬ 
uled  for  production.  Sufficient  protectors 
will  be  selected  to  conduct  two  Federal 
tests.  EPA  reserves  the  right  to  be  present 
and  specify  which  hearing  pro teo  tors  to 
test.  The  selected  hearing  protectors  must 
be  ones  that  were  assembled  using  the 
manufacturer’s  normal  assembly  and 
production  process.  They  cannot  be 
tested,  modified,  or  adjusted  in  any 
manner  that  is  not  a  part  of  the  manu¬ 
facturer’s  normal  production  process. 

The  manufacturer  then  conducts  two 
Federal  tests,  using  up  to  ten  hearing 
protectors  in  each  test  and  submits  a  test 
report  to  the  Agency.  A  single  page  re¬ 
porting  sheet  is  provided  as  Appendix  B 
to  the  regulations.  Compliance  is  deter¬ 
mined  by  comparing  octave  band  at¬ 
tenuation  results  from  each  test  with  the 
labeled  attenuation  values  for  that  cate¬ 
gory,  and  comparing  the  NRR  calculated 
from  each  test  with  the  labeled  NRR.  If 
the  performance  of  the  protectors,  as 
determined  by  the  tests,  meets  or  exceeds 
the  labeled  value,  the  category  is  con¬ 
sidered  in  compliance  and  no  further  ac¬ 
tion  is  required. 
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If  the  performance  of  the  protectors, 
as  determined  by  the  tests,  does  not  meet 
or  exceed  the  labeled  values,  the  cate¬ 
gory  Is  considered  not  in  compliance 
and  the  manufacturer  must  continue 
testing  hearing  protectors  in  sets  .of  two 
Federal  tests.  At  the  conclusion  of  each 
set  of  tests,  the  results  at  each  octave 
band  from  each  test  are  compared  to  the 
lowest  values  received  in  prior  com¬ 
pliance  tests  in  the  audit  being  con¬ 
ducted.  If  the  latest  test  results  at  any 
octave  band  are  lower  than  previous  low¬ 
est  results,  then  testing  must  continue. 
When  the  results  of  both  Federal  tests, 
at  each  octave  band,  are  no  worse  than 
the  lowest  values  received  in  the  prior 
compliance  tests,  testing  may  be  discon¬ 
tinued.  When  relabeling,  the  manufac¬ 
turer  shall  label  each  octave  band  at¬ 
tenuation  at  a  value  no  greater  than  the 
lowest  te6t  result  value  received  from  the 
compliance  tests. 

There  are  two  situations  where  the 
manufacturer  need  not  satisfy  the  con¬ 
tinued  testing  requirement  discussed 
above.  The  first  is  where  the  manufac¬ 
turer  can  demonstrate  to  EPA  that  the 
non-compliance  was  caused  by  a  failure 
of  quality  control,  that  this  failure  has 
been  remedied,  and  that  steps  have  been 
taken  to  assure  that  this  situation  does 
not  reoccur.  Upon  approval  by  the  Ad¬ 
ministrator,  the  manufacturer  need  not 
conduct  continued  testing,  but  rather 
shall  conduct  only  two  Federal  tests  and 
re-label  the  category  of  protectors  at 
attenuation  levels  no  greater  than  the 
test  results  received  from  these  two  Fed¬ 
eral  tests. 

The  second  situation  where  the  manu¬ 
facturer  can  avoid  continued  testing  is 
where  he  can  demonstrate  to  EPA  that 
his  new  labeled  values  adequately  take 
into  account  results  of  the  two  initial 
compliance  tests  and  his  produfct-to- 
product  variability. 

A  compliance  audit  test  request  can 
be  issued  by  the  Administrator  whether 
or  not  there  is  cause  to  believe  the  pro¬ 
tectors  in  a  category  are  not  in  con¬ 
formance.  However,  an  Important  factor 
that  will  Influence  the  Administrator  in 
issuing  such  orders  is  the  evidence  a 
manufacturer  can  provide,  such  as  test 
results  and  quality  control  procedures,  to 
show  that  his  protectors  are  in  con¬ 
formance.  Additionally,  information  re¬ 
ceived  in  the  course  of  an  Inspection 
would  be  considered  by  the  Agency  in 
determining  whether  a  compliance  audit 
needs  to  be  Initiated.  The  costs  of  such 
testing  shall  be  borne  by  the  manufac¬ 
turer. 

O.  INSPECTION  AND  MONITORING 

Because  a  significant  part  of  the  com¬ 
pliance  testing  is  left  to  the  manufac¬ 
turer,  it  is  essential  that  EPA  exercise 
its  right  under  the  Noise  Control  Act 
to  gain  limited  access  to  specific  areas 
under  the  control  of  the  manufacturer 
to  determine  whether  requirements  of 
the  regulations  are  being  followed  and  to 
confirm  that  properly  labeled  hearing 
protectors  are  being  distributed  into 
commerce.  Ihe  Inspection  and  monitor¬ 
ing  provisions  are  discussed  more  fully 


in  the  preamble  to  the  Product  Noise 
labeling  General  Provisions  of  Subpart 
A,  Part  211,  which  are  being  proposed 
in  this  same  issue  of  the  Federal  Regis¬ 
ter.  Comments  are  invited  on  that  pro¬ 
posal  as  well. 

E.  RECORD  KEEPING 

These  provisions  describe  the  records 
which  must  be  maintained  and  their 
retention  period.  Basically,  a  manufac¬ 
turer  must  maintain  a  description  of  his 
product  line,  a  record  of  testing,  cali¬ 
bration  of  -instrumentation,  and  individ¬ 
ual  test  records  for  test  protectors. 
For  the  most  part  updated  labeling  veri¬ 
fication  reports  may  be  used  to  satisfy 
these  requirements. 

F.  REMEDIAL  ORDERS 

Section  11(d)(1)  of  the  Act  provides 
that: 

|W)henever  any  person  la  In  violation  of 
section  10(a)  of  this  Act.  the  Administrator 
may  issue  an  order  specifying  such  relief  as 
he  determines  is  necessary  to  protect  the 
public  health  and  welfare. 

This  provision  grants  the  Administra¬ 
tor  discretionary  authority  to  issue  civil 
sanctions  to  supplement  the  criminal 
penalties  of  §  11(a) .  Violations  could  in¬ 
clude  such  acts  as,  failure  to  satisfy 
label  verification  requirements,  distri¬ 
bution  of  protectors  which  do  not  meet 
their  labeled  values,  or  failure  to  comply 
with  a  test  request. 

Where  a  violation  occurs,  the  Admin¬ 
istrator  may  issue  a  remedial  order.  Any 
order  would  be  issued  after  notice  and 
opportunity  for  a  hearing  in  accordance 
with  5  554  of  Title  5  U.S.C.  These  orders 
would  be  formulated  on  a  case  by  case 
basis  and  designed  to  protect  the  public 
health  and  welfare.  A  remedial  order 
could  require  a  manufacturer  to  cease 
further  distribution  of  a  category  of  pro¬ 
tectors  which  is  mislabeled,  or,  for  ex¬ 
ample,  require  that  mislabeled  products 
in  the  chain  of  distribution  be  re-labeled 
to  their  actual  values.  Other  orders,  in 
certain  situations,  could  include  a  re¬ 
quirement  that  the  manufacturer  offer 
to  buy  back  mislabeled  protectors  from 
purchasers.  In  any  case,  the  manufac¬ 
turers  would  have  the  opportunity  to 
challenge  the  appropriateness  Qf  the 
remedy  in  a  proceeding  in  accordance 
with  §  554  of  Title  5  U.S.C. 

Public  Participation 

EPA  welcomes  comments  on  this  pro¬ 
posed  rule  from  all  Interested  parties. 
Specific  areas  of  concern  Include  the 
following : 

(1)  The  value  of  the  NRR  in  compar¬ 
ing  and  selecting  appropriate  devices. 

(21.  Suggestions  for  a  simpler  rating 
scheme. 

(3)  The  availability  and  adequacy  of 
purely  objective  attentuatlon  measure¬ 
ments. 

(4)  More  specific  Information  regard¬ 
ing  the  cost  and  economic  Impact  of  the 
proposed  requirements. 

(5)  Comments  regarding  the  appro¬ 
priateness  of  the  proposed  provisions 
and  suggestions  for  additional  necessary 
requirements. 


(6)  Comments  regarding  the  appro¬ 
priateness  of  the  requirements  that  a 
manufacturer  test  production  hearing 
protectors  rather  than  prototypes. 

(7)  Comments  regarding  the  proposed 
six-month  effective  date  for  the  final 
rule. 

Public  hearings  are  not  planned  in 
conjunction  with  this  proposed  rulemak¬ 
ing. 

All  comments  submitted  will  be  avail¬ 
able  for  public  inspection  during  normal 
business  hours  at  the  U.S.  Environmental 
Protection  Agency,  Public  Information 
Reference  Unit,  Room  2922,  401  M  Street 
SW.,  Washington,  D.C.  20460. 

Dated :  June  16, 1977. 

Douglas  M.  Costle. 

Administrator. 

It  is  proposed  to  amend  40  CFR  Part 
211  by  adding  a  new  Subpart  B  to  read 
as  follows: 

Subpart  B — Hearing  Protective  Device* 

211.2.1  AppllcabUity. 

211.2.2  Effective  date. 

211.2.3  Definitions. 

211.2.4  Hearing  protector  labeling  require¬ 

ments. 

211.2.6  Special  claims  and  exceptions. 

211.2.6  Methods  for  measurement  of  sound 

attenuation. 

211.2.7  Computation  of  the  noise  reduction 

rating  (NRR). 

211.2.8  Export  provisions. 

211.2.9  Maintenance  of  records:  submittal 

of  Information. 

211.2.10  Labeling  verification. 

211.2.11  Compliance  with  labeling  require¬ 

ments. 

211.2.12  Compliance  audit  testing. 

211.2.13  Remedial  orders  for  violations  of 

the  regulations. 

211.2.14  Removal  of  Label. 

Authority:  Sec.  8.  Pub.  L.  92-574,  85  Stat 
1241  (42  U.S.C.  4907),  unlees  otherwise  noted 

Subpart  B — Hearing  Protective  Devices 

§211.2.1  Applicability. 

Except,  as  otherwise  provided  in  tins 
regulation,  the  provisions  of  this  subpart 
apply  to  all  hearing  protective  devices 
manufactured  afteF  the  effective  date  of 
this  regulation. 

§211.2.2  Effective  dale. 

Manufacturers  shall  comply  with  all 
applicable  labeling  requirements  set  forth 
in  this  part  with  respect  to  all  hearing 
protective  devices  manufactured  on  or 
after  (six  months  from  the  date  of  pro¬ 
mulgation  of  the  final  regulation) .  , 

§  211.2.3  Definitions. 

(a)  As  used  in  this  subpart,  all  terms 
not  defined  herein  shall  have  the  mean¬ 
ing  given  them  in  the  Act  or  in  subpart  A 
of  this  regulation. 

(b)  ANSI  Z22.54-19S7.  A  measurement 
procedure  for  obtaining  hearipg  protec¬ 
tor  attenuation  values  at  nine  one-third 
octave  band  center  frequencies  utilizing 
pure  tone  stimuli  presented  under  an  ec¬ 
hoic  conditions  to  ten  different  test  sub- 

(C)  AS A  STD  1-197 5 /AN SI  S3. 19-197 4. 
A  revision  of  the  ANSI  Z22.540-1957 
measurement  procedure  utilizing  one- 
third  octave  band  stimuli  presented  un- 
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der  diffuse  (reverberant)  acoustic  field 
conditions. 

(d)  Carrying  case.  The  container  used 
to  store  reusable  insert  type  hearing  pro¬ 
tectors. 

(e)  Claim.  An  assertion  made  on  the 
part  of  a  manufacturer  to  prospective 
purchasers  regarding  the  effectiveness  of 
his  product. 

(f)  Custom-molded  device.  A  hearing 
protective  device  that  is  made  to  conform 
to  a  specific  ear  canal.  This  is  usually  ac¬ 
complished  by  using  a  malleable  com¬ 
pound  to  obtain  an  impression  of  the  ear, 
whicji  is  subsequently  permanently  hard¬ 
ened  to  retain  the  shape. 

(g)  Disposable  Device.  A  hearing  pro¬ 
tective  device  that  is  intended  to  be  dis¬ 
carded  after  one  day  of  usage. 

(h)  Ear  Insert  Device.  A  hearing  pro¬ 
tective  device  that  is  designed  to  be  in¬ 
serted  into  the  ear  canal  and  held  In 
place  principally  by  virtue  of  its  fit  inside 
the  ear  canal. 

(i)  Ear  Muff  Device.  A  hearing  protec¬ 
tive  device  that  consists  of  two  acoustic 
enclosures  which  fit  over  the  ears  and 
which  are  held  in  place  by  a  spring-like 
headband  to  which  the  enclosures  are  at¬ 
tached. 

(j)  Headband.  The  component  of  a 
hearing  protective  device  which  applies 
force  to,  and  holds  in  place,  that  compo¬ 
nent  which  is  intended  to  acoustically 
seal  the  ear  canal. 

(k)  Hearing  Protective  Device.  Any 
device,  capable  of  being  worn  on  the 
head  or  in  the  ear  canal,  that  is  sold 
wholly  or  in  part  on  the  basis  of  its  abil¬ 
ity  to  reduce  the  level  of  sound  entering 
the  ear.  This  includes  combination  de¬ 
vices  of  which  hearing  protection  may 
not  be  the  primary  function,  but  which 
are  nonetheless  sold  partially  to  provide 
hearing  protection  to  the  user.  This  term 
is  used  interchangeably  with  the  terms, 
“hearing  protector"  and  “device.” 

(l)  Impulsive  Noise.  An  acoustic  event 
characterized  by  very  short  rise  time  and 
duration.  Generally,  the  duration  is  less 
than  500  milliseconds  with  a  change  in 
sound  pressure  level  of  at  least  40  deci¬ 
bels  (dB)  within  that  time. 

(m)  Noise  Reduction  Rating  ( NRR ). 
A  single  number  noise  reduction  factor 
determined  by  an  empirically  derived 
technique  which  accounts  for  perform¬ 
ance  variation  due  to  .differing  noise 
spectra  and  fit  variability  in  addition  to 
mean  attenuation.  (Reference  HEW 
Publication  No.  (NIOSH)  76-120.) 

(n)  Octave  Band  Attenuation.  The 
amount  of  sound  reduction  as  deter¬ 
mined  in  accordance  with  the  measure¬ 
ment  procedure  of  §  211.2.6  for  one-third 
octave  bands  of  noise. 

(o)  Over-the-Head  Position.  The  mode 
of  use  of  a  device  with  a  headband,  in 
which  the  headband  is  worn  such  that  it 
passes  over  the  user’s  head.  This  is  in 
contrast  to  the  behind-the-head  and 
under-the-chin  position. 

(p)  Package.  The  container  in  which 
a  hearing  protective  device  is  presented 
for  purchase.  The  package  in  some  cases 
may  be  the  same  as  the  carrying  case. 

(q)  Primary  Panel.  The  surface  that 
is  considered  to  be  the  front  surface  or 


that  surface  which  intended  for  Initial 
viewing  by  a  prospective  purchaser. 

(r)  Category.  A  group  of  hearing  pro¬ 
tectors  which  are  identical  In  all  aspects 
with  respect  to  the  parameters  listed  In 
§  211.2.10-2  (c). 

(s)  Test  Facility.  For  purposes  of  this 
subpart,  means  a  laboratory  that  has 
been  set  up  and  calibrated  to  conduct 
ASA  STD  1-1975/ANSI  S3.19-1974  tests 
on  hearing  protective  devices.  The  facil¬ 
ity  may  be  owned  or  operated  by  the 
manufacturer  of  such  hearing  protective 
devices  or  may  be  a  private  laboratory 
under  contractual  agreement  with  a 
manufacturer  to  conduct  testing  and  to 
meet  the  applicable  requirements  of 
these  regulations. 

(t)  Test  Hearing  Protector.  Means  a 
hearing  protector  that  has  been  selected 
to  undergo  label  verification  testing,  or 
which  has  been  designated  to  undergo 
compliance  audit  testing. 

(u)  Test  Request.  Means  a  request 
submitted  to  the  manufacturer  by  the 
Administrator  that  will  specify  the  hear¬ 
ing  protector  category,  and  test  sample 
size  to  be  tested  pursuant  to  S  211.2.12-1. 

(v)  Random  Incident  Field.  A  sound 
field  in  which  the  angle  of  arrival  of 
sound  at  a  given  point  in  space  Is  random 
In  time. 

(w)  Real-Ear  Protection  at  Treshdld. 
The  mean  value  in  decibels  of  the  oc¬ 
cluded  threshold  (hearing  protector  in 
place)  of  audibility  minus  the  open 
threshold  of  audibility  (ears  open  and 
uncovered)  for  all  listeners  on  all  trials 
under  otherwise  identical  test  conditions. 

(x)  R&berberation  Time.  The  time  that 
would  be  required  for  the  mean-square 
sound  pressure  level,  originally  In  a 
steady  state,  to  fall  60  dB  after  the  source 
is  stopped. 

§  211.2.4  Hearing  protector  labeling  re-  ' 
quircmcnls. 

All  provisions  of  subpart  A  apply  to 
this  subpart  except  as  otherwise  stated 
in  this  subpart. 

§  211.2.4—1  Information  content  of  pri¬ 
mary  label. 

The  information  to  appear  on  the 
primary  label  shall  be  in  accordance  with 
§  211.1.4  of  subpart  A  except  as  stated  in 
this  section: 

(a)  Area  A  shall  state  the  words 
“Noise  Reduction  Rating.” 

(b)  Area  B  shall  state  the  Noise  Re¬ 
duction  Rating  (NRR)  for  the  subject 
model  hearing  protector.  The  stated 
value  shall  be  no  greater  than  the  NRR 
value  as  determined  from  §  211.2.7  of  this 
subpart. 

(c)  Area  C  shall  contain  the  statement, 
“The  range  of  the  Noise  Reduction  Rat¬ 
ing  for  existing  hearing  protective 
devices  to  0  to  31  (higher  numbers  denote 
greater  effectiveness) .” 

(d)  For  devices  with  headbands  that 
are  intended  for  use  with  the  headband 
in  different  positions,  the  NRR  shall  be 
specified  for  that  position  with  the 
lowest  NRR  rating.  The  NRR  rating  for 
the  other  headband  positions  may  be 
included  with  the  supporting  informa¬ 
tion  specified  in  5  211.2.5-4. 
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§  211.2.4—2  Primary  label  size,  print 
and  color. 

The  primary  label  characteristics  shall 
be  those  set  forth  in  55  211.1.5  and  211.1.6 
of  subpart  A  except  as  stated  otherwise 
in  this  subpart. 

(a)  The  label  shall  have  minimum 
dimensions  of  11/£”X2". 

(b)  The  minimum  type  size  for  each 
area  shall  be  as  follows:  (1)  Area  A — 14 
point,  (2)  Area  B — 42  point,  (3)  Area  C — 
10  point,  (4)  Area  D — 10  point,  (5)  Area 
E — 10  point,  (6)  Area  F— 10  point,  (7) 
Area  H — 10  point. 

(c)  The  color  of  the  label  shall  be  as 
specified  in  subpart  A. 

§  211.2.4—3  Label  location  and  type. 

The  label  shall  be  of  a  type  to  be 
selected  by  the  manufacturer  and  be 
located  as  follows: 

(a)  Affixed  to  the  device  or  its  carrying 
case,  and 

(b)  Affixed  to  the  product  packaging 
If  the  label  is  not  visible  at  time  of  sale 
as  a  result  of  compliance  with  5  211.2.4-3 
(a)  (1) .  For  any  additional  label  required 
under  this  subsection  that  is  to  be  ad¬ 
hered  to  or  printed  on  the  packaging, 
placement  of  such  label  shall  be  on  the 
principal  surface  of  the  packaging. 

S  211.2.4—4  Supporting  information. 

Supporting  information  shall  include 
the  following  as  a  minimum.  It  is  not 
required  that  this  information  be  affixed 
to  the  device  or  its  package,  but  it  must 
accompany  the  device  in  such  a  manner 
as  to  insure  availability  to  the  purchaser : 

(a)  A  table  or  graphic  presentation  of 
the  sound  attenuation  values  and  cor¬ 
responding  standard  deviations  obtained 
in  accordance  with  section  211.2.6. 

(b)  The  month  and  year  of  produc¬ 
tion. 

(c)  The  following  statement:  “Im¬ 
proper  fit  of  this  device  will  reduce  its 
effectiveness  in  attenuating  noise.  Con¬ 
sult  the  enclosed  instructions  for  proper 
fit.” 

(d)  Instructions  as  to  the  proper  in¬ 
sertion  or  placement  of  a  device.  . 

(e)  The  following  statement:  “Al¬ 
though  hearing  protectors  are  recom¬ 
mended  for  protection  against  the  harm¬ 
ful  effects  of  impulsive  noise,  the  Noise 
Reduction  Rating  (NRR)  is  based  on  the 
attenuation  of  continuous  noise  and  may 
not  be  an  accurate  indicator  for  protec¬ 
tion  from  impulsive  noises  such  as 
gunfire.” 

§  21 1.2.5  Special  claims  and  exceptions. 

(a)  Any  manufacturer  wishing  to 
make  claims  regarding  the  acoustic  ef¬ 
fectiveness  of  a  device  other  than  the 
NRR  must  demonstrate  the  validity  of 
such  claims  through  the  submission  of 
scientific  data  to  the  Agency.  Agency 
approval  must  be  obtained  prior  to  the 
presentation  of  such  claims  to  the  public. 

(b)  Should  a  manufacturer  believe 
that  the  NRR  is  inapplicable  to  a  given 
device,  a  request  for  an  exception  to  cer¬ 
tain  provisions  of  this  subpart  may  be 
submitted  to  the  Agency  for  considera¬ 
tion.  Such  request  must  support  the 
manufacturer’s  contention  and  offer  a 
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suitable  alternative  effectiveness  rating 
for  the  device. 

(c)  Any  request  concerning  a  special 
claim  or  exception  must  be  supported  by 
conclusive  scientific  test  data  and  be 
submitted  for  consideration  and  approval 
to: 

Director,  Standards  and  Regulations  Division, 
U.S.  Environmental  Protection  Agency.  Of¬ 
fice  of  Noise  Abatement  and  Control  (AW- 
471),  Washington.  D.C.  20460. 

§  211.2.6  Methods  for  measurement  of 
sound  attenuation. 

§  211.2.6—1  Real  ear  method. 

(a)  The. value  of  sound  attenuation  to 
be  used  in  the  calculation  of  the  NRR 
shall  be  determined  in  accordance  with 
Acoustical  Society  of  America  standard 
(ASA  STD  1-1975)  “Method  for  the 
Measurement  of  Real-Ear  Protection  of 
Hearing  Protectors  and  Physical  Attenu¬ 
ation  of  Earmuffs”,  the  provisions  of 
which/ with  the  modifications  indicated 
below,  are  included  by  reference  in  this 
section.  Copies  of  this  standard  may  be 
obtained  on  request  from: 

Back  Numbers  Department,  Dept.  STD. 
American  Institute  of  Physics.  335  East 
45th  Street,  New  Tork,  New  York  10017. 

(b)  For  the  purpose  of  this  subpart, 
only  sections  1,  2,  3  and  Appendix  A  of 
ASA  STD  1-1975,  as  modified  below,  shall 
be  applicable.  These  sections  describe  the 
“Real  Ear  Method.”  Other  portions  of 
ASA  STD  1-1975  are  not  applicable  in 
this  section. 

(1)  The  sound  field  characteristics  de¬ 
scribed  in  paragraph  3. 1.1. 3  shall  be 
“required.” 

(2)  In  section  3.3. 2.1  the  term  “exces¬ 
sive  noise”  shall  be  defined  as  a  level  of 
80  dB(A)  or  greater. 

(3)  Section  3.3.3. 1(2)  shall  not  apply. 
Only  “Subject  fit”  shall  be  permitted. 

(4)  Section  3.3.3.3  shall  apply  to  all  de¬ 
vices  except  custom-molded  devices. 
When  testing  custom-molded  devices, 
each  test  subject  shall  receive  his  own 
device  molded  to  fit  his  ear  canal. 

$211.2.6-2  thru  §211.2.6-10 — Alterna¬ 
tive  test  methods  [Reserved]. 

§211.2.7  Computation  of  the  NRR. 

The  NRR  for  hearing  protective  de¬ 
vices  shall  be  calculated  using  the  fol¬ 
lowing  mathematical  relationship,  based 
on  a  method  (Method  2)  contained  in 
HEW  Publication  No.  (NOISH)  76-120, 
with  decimal  values  to  be  rounded  to  the 
nearest  whole  numbers ;  values  ending  in 
JS  shall  be  rounded  to  the  next  lower 
whole  number: 

NRR  =  5.5—  10  log  T 

where 

T= antilog  (  —  0.1  <?,)  +  antilog  (—0.1  Qi) 

-f  .  .  .  -I- antilog  (—0.1  Qi) 
Qi=Nm+  16.2  dB — 2  am 
0*=JVm«+8.7  dB  —  2  out 
Qi = 3.3  dB — 2  #im 
Qt—Nijm+ OdB  —  2*1,111 
fc=tf.,«.-1.2dB-2#,«i 


<?«  = - 2 - 1.0  dB  —  aj.m— <r,m 

„  N*,m+Ni. m  ,  ,  ,  JT> 

^7= - 2 - rl.l  dB  — »i.m— #i,m 

.Y=mcan  attenuation  measured  at  Um  center  fre¬ 
quency  of  each  third  octave  band  specified  in 
section  3.1.1.2  of  ASA  STD  1-1975. 

•  -standard  deviation  of  attenuation  measurements 
(N)  of  each  third  octave  band  specified  in  sec¬ 
tion  8.1. 1.2  of  ASA  STD  1-1975 

TTie  numbers  +16.2,  +8.7,  +3.3,  0, 
—1.2,  —1.0,  and  +1.1  represent  the  A- 
weighting  relative  response  at  the  indi¬ 
cated  third  octave  band  center  fre¬ 
quencies. 

§  211.2.8  Export  provisions. 

(a)  A  hearing  protective  device  in¬ 
tended  solely  for  export  must  be  so 
labeled  or  marked  on  the  outside  of 
each  package  or  container  in  which  it  is 
placed.  This  will  include  all  packages  or 
containers  that  are  used  for  shipping, 
transporting,  or  dispersing  the  hearing 
protective  device  along  with  any  indi¬ 
vidual  packaging. 

(b)  In  addition,  the  manufacturer  of  a 
hearing  protective  device  intended  solely 
for  export  must  satisfy  the  export 
exemption  requirements  of  section 
211.1.10  of  subpart  A. 

(Sec  10(b)(2),  Pub.  L.  92  574.  86  Stat.  1242 
(42  U.S.C.  4809(b)  (2) ).) 

§211.2.9  Maintenance  of  records:  Sub¬ 
mittal  of  information. 

(a)  The  manufacturer  of  any  new 
hearing  protective  device  subject  to  this 
subpart  shall  establish,  maintain  and  re¬ 
tain  the  following  adequately  organized 
and  indexed  records: 

(1)  General  records.  (1)  Identification 
and  description  by  category  parameters 
of  all  protectors  comprising  the  manu¬ 
facturer’s  product  line. 

(ii)  A  description  of  any  procedures 
other  than  those  contained  in  these 
regulations  used  to  perform  noise  tests 
on  any  test  protector  and  results  of  such 
tests. 

(iii)  A  record  of  any  calibration  that 
was  performed  during  testing  by  the  test 
laboratory  and  signed  by  an  authorized 
representative  of  the  laboratory. 

(2)  Individual  records  for  test  protec¬ 
tors.  (i)  A  complete  record  of  all  noise 
attenuation  tests  performed  (except  tests 
performed  by  EPA  directly),  including 
all  Individual  worksheets  and/or  other 
documentation  relating  to  each  test 
which  is  required  by  the  Federal  test  pro¬ 
cedure,  or  exact  copies  thereof. 

(ii)  The  reason  for  replacement  where 
a  replacement  hearing  protector  was 
necessary. 

(3)  A  labeling  verification  report.  A 
copy  of  the  labeling  verification  report, 
that  has  been  properly  submitted  to  EPA 
following  the  format  prescribed  by  the 
Administrator,  shall  be  retained  by  the 
manufacturer  and  will  fulfill  this 
requirement. 

(4)  All  records  required  under  this  part 
shall  be  retained  by  the  manufacturer 
for  a  period  of  three  (3)  years  from  the 
labeling  verification  date.  Records  may 
be  retained  as  hard  copy  or,  alterna¬ 


tively,  reduced  to  microfilm,  punch  cards, 
etc.,  depending  on  the  record  retention 
procedures  of  the  manufacturer:  how¬ 
ever,  If  an  alternative  method  Is  used, 
all  of  the  information  contained  in  the 
hard  copy  shall  be  retained. 

(b)  The  manufacturer  shall,  pursuant 
to  a  request  by  the  Administrator,  sub¬ 
mit  to  the  Administrator  the  information 
with  regard  to  the  number  of  protectors, 
by  category,  produced  or  scheduled  for 
production  during  the  time  period  des¬ 
ignated  in  the  request. 

(Sec.  13.  Pub.  L.  92-574,  86  Stat.  1244  (42 
U.S.C.  4912).) 

§211.2.10  Labeling  veri fica lion. 

§  211.2.10—1  General  requirement*. 

(a)  Every  new  hearing  protector  man¬ 
ufactured  for  distribution  in  commerce 
in  the  United  States  which  is  subject  to 
this  subpart: 

(1)  Shall  be  verified  in  accordance 
with  the  Labeling  Verification  proce¬ 
dures  described  in  this  sub j art:  and 

(2)  Shall  be  represented  in  a  Labeling 
Verification  Report  as  required  by  §  211.- 
2.10-3  of  this  subpart;  and 

(3)  Shall  be  labeled  in  accordance 
with  the  requirements  of  this  subpart; 
and 

<4)  Shall  meet  or  exceed  their  atten¬ 
uation  values. 

(Sec.  13.  Pub.  L  92-574.  86  Stat.  1244  (42 
U.S.C.  4912).) 

§211.2.0—2  Labeling  verification  re¬ 
quirements. 

<a)(l)  A  manufacturer  shall  satisfy 
the  label  verification  requirements  of 
this  subpart  for  a  category  of  hearing 
protectors  prior  to  distribution  in  com¬ 
merce  of  hearing  protectors  of  that  cat¬ 
egory:  Except,  as  provided  In  paragraph 
(a)  (2)  of  this  section. 

(2)  Upon  application  by  a  manufac¬ 
turer  prior  to  distribution  in  commerce, 
the  Administrator  may  grant  the  manu¬ 
facturer  an  extended  period  of  time,  up 
to  20  days  from  date  of  distribution,  to 
comply  with  labeling  verification  require¬ 
ments  for  a  category  of  protectors,  if  the 
manufacturer  provides  reasonable  assur¬ 
ance  that  the  protectors  conform  to  their 
labeled  values  and  that  labeling  verifi¬ 
cation  requirements  will  be  satisfied  prior 
to  the  expiration  of  this  period. 

(b)  Labeling  verification  requirements 
with  regard  to  each  hearing  protector 
category  In  a  manufacturer’s  product 
line  consist  of : 

(1)  Testing  in  accordance  with  §  211.- 
2.6  of  hearing  protectors  selected  in  ac¬ 
cordance  with  S  211.2.10-4,  and 

(2)  Submission  of  a  labeling  verifica¬ 
tion  report  pursuant  to  5  211.2.10-3. 

(c)  A  category  of  a  hearing  protector 
is  determined  by  a  separate  combination 
of  at  least  the  following  parameters.  A 
manufacturer  may  use  additional  para¬ 
meters  to  Identify  a  category  of  hearing 
protectors,  thereby  creating  additional 
categories. 

(I)  Ear  muffs.  (1)  Head  band  tension 
(spring  constant). 

(II)  Ear  cup  volume  or  shape. 


FEDERAL  REGISTER,  VOL  42,  NO.  120 — WEDNESDAY,  JUNE  22,  1977 


31736 


PROPOSED  RULES 


(iii»  Mounting  of  ear  cup  on  head 
band. 

(iv)  Ear  cushion. 

(v)  Material  composition. 

(2>  Ear  inserts.  (1)  Shape. 

(ii)  Physical  dimensions. 

( iii  >  Material  composition . 

(3)  Ear  caps,  (i)  Head  band  tension 
(spring  constant) . 

( ii )  Mouting  of  plug  on  head  band. 

( iii)  Shape  of  plug. 

(iv)  Physical  dimensions. 

(v)  Material  composition. 

If  an  ear  insert  or  ear  cap  is  manu¬ 
factured  in  more  than  one  size  (small, 
medium,  large,  etc.)  each  size  does  not 
constitute  a  separate  category  and  is  not 
required  to  be  separately  label-verified. 
However,  each  size  must  be  used  in  con¬ 
ducting  the  required  test  to  determine 
the  labeled  values  for  the  specified  cate¬ 
gory. 

(d)  Upon  oral  or  written  request  by  the 
Director,  Noise  Enforcement  Division,  the 
manufacturer  shall  notify  such  Director 
of  any  lableing  verification  testing  sched¬ 
uled  by  the  manufacturer  pursuant  to 
this  section  so  that  EPA  enforcement 
officers  may  be  present  and  observe  such 
testing,  or  conduct  testing  in  lieu  of  the 
manufacturer. 

(Secs.  13,  Pub.  L.  92-574.  86  Stat.  1244  (42 
U.S.C.  4912).) 

§  211.2.10—3  Labeling  verification  re¬ 
port  :  required  data. 

(a)  The  manufacturer  shall  submit  a 
labeling  verifi cation ~rep«rt  to  the  Direc¬ 
tor,  Noise  Enforcement  Division,  U.S. 
Environmental  Protection  Agency, 
Washington,  D.C.  20460.  A  manufacturer 
may  choose  to  submit  separate  labeling 
vertification  reports  for  different  cate¬ 
gories  of  protectors.  A  suggested  label 
vertification  report  form  is  included  as 
Appendix  A. 

(b)  The  report  shall  be  signed  by  an 
authorized  representative  of  the  manu¬ 
facturer  and  shall  include  the  following: 

(1)  The  name  and  location  of  the  test 
facility  that  has  been  utilized  to  conduct 
testing  pursuant  to  subpart  B. 

(2)  A  description  of  all  hearing  pro¬ 
tector  categories  as  determined  in  ac¬ 
cordance  with  S  211.2. 10-2(e),  which  the 
manufacturer  intends  to  distribute  in 
commerce.  The  manufacturer  may  sat¬ 
isfy  the  hearing  protector  category 
description  requirements  of  this  para¬ 
graph  by  submitting  as  part  of  the  pro¬ 
duction  vertification  report  a  copy  of  his 
sales  data  literature  that  describes  his 
product  line. 

<3  >  For  each  test  conducted : 

(i)  A  data  sheet  in  the  form  specified 
showing  the  mean  attenuation  values 
with  standard  deviation  at  each  of  the 
one-third  octave  band  center  frequencies 
along  with  the  NRR  for  all  official  tests 
conducted  in  accordance  with  subpart  B, 
including  each  invalid  test  and  the  rea¬ 
son  for  such  invalidation. 

<ii  i  A  copy  of  the  label  that  will  be 
used  for  labeling  that  specified  category. 

•  iii>  The  reason  for  replacement  where 
a  replacement  hearing  protector  was 
necessary. 


(4)  The  following  statement  and  en¬ 
dorsement: 

This  report  is  submitted  pursuant  to  sec¬ 
tion  8  and  section  13  of  the  Noise  Control  Act 
of  1972.  All  testing  for  which  data  are  re¬ 
ported  herein  Is  conducted  In  strict  conform¬ 
ance  with  applicable  regulations  under  40 
CFR  Part  211  et  seq.  All  the  data  reported 
herein  are  a  true  end  accurate  representation 
of  such  testing.  All  other  information  re¬ 
ported  herein  Is,  to  the  best  of  (company 
name)  and  (test  laboratory  name )  knowl¬ 
edge,  true  and  accurate.  I  am  aware  of  the 
penalties  associated  with  violations  at  the 
Noise  Control  Act  of  1972  and  the  regulations 
thereunder. 

(authorised  representative ) . 

If  the  testing  is  conducted  by  an  out¬ 
side  laboratory  the  manufacturer  shall 
require  an  authorized  representative  of 
the  laboratory  to  cosign  the  statement 
and  endorsement. 

(c)  Where  a  manufacturer  elects  to 
submit  separate  labeling  verification  re¬ 
ports  for  portions  of  his  product  line  as 
provided  for  In  paragraph  (a)  of  this 
section,  information  provided  in  previous 
reports  need  not  be  resubmitted :  Except, 
that  information  necessary  to  update  or 
make  current  previously  submitted  in¬ 
formation  must  be  submitted. 

(d)  Any  change  with  respect  to  any 
information  reported  pursuant  to  this 
subpart  shall  be  reported  as  soon  as  the 
Information  becomes  available. 

(Sec.  13,  Pub.  L.  92-674,  86  Stat.  1244  (42 
Ufl.C.  4912).) 

§  211.2.10-4  Test  hearing  protector  se¬ 
lection. 

A  test  hearing  protector  of  a  category 
for  which  labeling  verification  testing  is 
required  shall  be  a  hearing  protector  of 
the  subject  category  which  has  been  as¬ 
sembled  by  the  manufacturer  tor  distri¬ 
bution  in  commerce  using  the  manufac¬ 
turer’s  normal  production  process. 

(Sec.  13,  Pub.  L.  92-674,  86  Stat.  1244  (42 
U.S.C.  4912) .) 

§  211.2.10-5  Test  hearing  protector 
preparation. 

(a)  Prior  to  the  official  test,  a  test 
hearing  protector  selected  in  accordance 
with  S  211.2.10-4  shall  not  be  tested, 
modified,  or  adjusted  in  any  manner  un¬ 
less  such  adjustments,  modifications 
and/or  tests  are  part  of  the  manufac¬ 
turer’s  prescribed  manufacturing  and 
inspection  procedures. 

(b)  No  quality  control,  testing,  assem¬ 
bly  or  selection  procedures  shall  be  used 
on  the  completed  protector  or  any  por¬ 
tion  thereof,  including  parts,  that  will 
not  normally  be  used  during  the  produc¬ 
tion  and  assembly  of  all  other  protectors 
of  that  category  which  will  be  distributed 
in  commerce. 

(Sec.  13.  Pub  L.  92-574.  86  Stat.  1244  (42 
U.S.C.  4912).) 

§211.2.10— (»  Tenting. 

<a»  The  manufacturer  shall  conduct 
one  valid  test  in  accordance  with  the  test 
procedures  specified  in  Subpart  B  for  the 
hearing  protectors  selected  for  verifica¬ 
tion  testing. 

(b)  No  repair  or  adjustments  shall  be 
performed  on  the  test  hearing  protectors 


once  testing  has  been  initiated.  In  the 
event  a  unit  is  unable  to  complete  the 
test,  the  manufacturer  or  test  laboratory 
may  replace  the  protector;  testing  may 
be  continued  or  reinitiated.  Any  replace¬ 
ment  hearing  protector  will  be  a  protec¬ 
tor  of  the  same  category  and  will  be 
subject  to  all  the  provisions  of  these 
regulations.  Any  replacement  shall  be 
reported  in  the  labeling  verification  re¬ 
port  including  the  reason  for  the  replace¬ 
ment. 

(Sec.  13,  Pub.  L.  92-574,  86  Stat.  1244  (42 
U.S.C.  4912) .) 

§  211.2.10—7  Modifications  to  product 
line  during  the  calendar  year. 

(a)  Any  modifications  to  a  hearing 
protector  such  that  one  or  more  of  the 
category  parameters  listed  in  §  211.2.10- 
2(c)  are  modified  shall  constitute  addi¬ 
tion  of  a  new  and  separate  category  to 
the  manufacturer’s  product  line. 

(b)  When  a  manufacturer  introduces 
a  new  category  to  his  model  line  he  shall 
proceed  in  accordance  with  §  211.2.10-2. 

(Sec.  13,  Pub.  L.  92-574,  86  Stat.  1244  (42 
U.S.C.  4912).) 

§  211.2.10-8  Labeling  verification  on 
data  from  previous  year. 

(a)  Labeling  vertification  of  each  cat¬ 
egory  is  required  at  the  beginning  of  each 
calendar  year  except  that  the  Adminis¬ 
trator,  upon  request  by  the  manufac¬ 
turer,  may  permit  the  use  of  labeling 
verification  data  for  specific  categories 
from  previous  labeling  verification  re¬ 
ports.  Considerations  relevant  to  his  de¬ 
cision  are: 

(1)  Data  from  previous  labeling  veri¬ 
fication  reports; 

(2)  Performance  data  obtained  from 
compliance  audit  testing  during  previous 
years;  and 

(3)  Quality  control  procedures  being 
utilized  by  the  manufacturer. 

(Sac.  13,  Pub.  L.  92-574,  86  Stat.  1244  (42 
U.S.C.  4912) .) 

§  211.2.11  Compliance  with  labeling 
requirement. 

(a)  All  hearing  protective  devices 
which  are  manufactured  after  the  effec¬ 
tive  date  of  this  regulation  and  which 
meet  the  applicability  requirements  of 
§  211.2.1  shall  be  labeled  in  accordance 
with  this  subpart,  and  shall  comply  with 
their  labeled  attenuation  values. 

(b)  A  manufacturer  is  required  to  take 
into  account  both  product  variability  and 
test  to  test  variability  when  labeling  his 
devices  in  order  to  meet  the  requirements 
of  paragraph  (a)  of  this  section.  A  man¬ 
ufacturer’s  product  line  of  a  specific  cat¬ 
egory  will  be  considered  in  compliance 
with  the  requirements  of  5  211.2.10-1 
only  if  the  attenuation  values  as  deter¬ 
mined  in  accordance  with  test  procedures 
of  §  211.2.6  at  each  of  the  one-third  oc¬ 
tave  band  center  frequencies  is  greater 
than  or  equal  to  the  labeled  mean  atten¬ 
uation  value  at  those  frequencies  (at¬ 
tenuation  values  may  always  exceed  the 
labeled  value)  and  tfie  noise  reduction 
rating  has  been  calculated  correctly 
from  the  labeled  octave  band  data. 

§  211.2.12  Compliance  audit  testing. 
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§211.2.12-1  Test  request. 

(a)  The  Administrator  will  request  all 
testing  under  tills  subpart  by  means  of 
a  test  request  addressed  to  the  manufac¬ 
turer. 

(b)  The  test  request  will  be  signed  by 
the  Assistant  Administrator  for  Enforce¬ 
ment  or  his  designee.  The  test  request 
will  be  delivered  by  an  EPA  enforcement 
officer  or  sent  by  certified  mail  to  the 
plant  manager  or  other  responsible  offi¬ 
cial  as  designated  by  the  manufacturer. 

(c)  The  test  request  will  require  that 
two  Federal  tests  be  conducted  and  will 
specify  the  following : 

(1)  The  hearing  protector  category 
selected  for  testing, 

(2)  The  manufacturer’s  plant  or  stor¬ 
age  facility  from  which  the  protectors 
must  be  selected, 

(3)  The  selection  procedure  the  man¬ 
ufacturer  will  use. 

(4)  Where  the  manufacturer  is  re¬ 
quired  to  have  the  protectors  tested 
which  could  be  the  facility  where  they 
underwent  labeling  verification  testing. 

(5)  The  number  of  test  hearing  pro¬ 
tectors  (up  to  20)  to  be  tested,  - 

(6)  The  time  period  allowed  the  man¬ 
ufacturer  to  initiate  testing, 

(7)  The  format  of  the  test  report,  and 

(8)  Any  other  information  that  will 
be  necessary  to  conduct  testing  under 
this  section. 

(d)  The  test  request  will  provide  for 
situations  in  which  the  selected  category 
Is  unavailable  for  testing.  It  may  include 
an  alternative  category  to  be  selected  for 
testing  in  the  event  that  protectors  of 
the  first  specified  category  are  not  avail¬ 
able  for  testing  because  the  protectors 
are  not  being  manufactured  at  the  speci¬ 
fied  plant  or  the  specific  time  and  are 
not  being  stored  at  the  specified  plant  or 
storage  facility. 

(e) (1)  Any  testing  conducted  by  the 
manufacturer  pursuant  to  a  test  request 
shall  commence  within  such  period  as  is 
specified  within  the  test  request:  Except, 
that  such  period  may  be  extended  by 
the  Administrator  upon  request  by  the 
manufacturer  if  a  test  facility  1s  not 
available  to  conduct  such  testing. 

(2)  The  manufacturer  shall  complete 
the  required  testing  within  one  week 
following  commencement  of  the  testing. 

(3)  The  manufacturer  will  be  allowed 
24  hours  to  send  test  hearing  protectors 
from  the  assembly  plant  to  the  testing 
facility:  Except,  that  the  Administrator 
may  approve  more  time  based  upon  a 
request  by  the  manufacturer  accompa¬ 
nied  by  a  satisfactory  justification. 

(f)  Failure  to  comply  with  any  of  the 
requirements  of  this  section  shall  not  be 
considered  a  violation  of  these  regula¬ 
tions  if  such  failure  is  caused  by  condi¬ 
tions  and  circumstances  outside  the  con¬ 
trol  of  the  manufacturer  rendering  it 
Impossible  to  comply.  Such  conditions 
and  circumstances  include,  but  are  not 
limited  to,  uncontrollable  factors  re¬ 
sulting  in  the  temporary  unavailability 
of  equipment  and  personnel  needed  to 
conduct  the  required  tests.  The  manu¬ 
facturer  bears  the  burden  of  establish- 
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ing  the  presence  of  such  conditions  and 
circumstances. 

(Sec.  13.  Pub.  L.  92-574.  86  Stat.  1244  (  42 
US.C.  4912).) 

§211.2.12—2  Te»l  hearing  protector  se¬ 
lection. 

ia)  The  test  request  will  specify  that 
thirty  (30)  protectors  be  selected  from 
which  up  to  twenty  (20)  test  protectors 
will  be  drawn  for  testing.  The  remainder 
may  be  used  as  replacement  protectors 
if  replacement  is  needed.  The  request 
will  specify  that  the  30  protectors  be  the 
next  30  produced  after  receipt  of  the  re¬ 
quest  or  that  the  30  be  randomly  drawn 
from  a  group  of  up  to  100.  next  sched¬ 
uled  for  production. 

(b)  If  random  selection  is  specified  it 
shall  be  achieved  by  sequentially  num¬ 
bering  all  the  protectors  in  the  group 
and  then  using  a  table  of  random  num¬ 
bers  to  select  the  test  hearing  protec¬ 
tors.  An  alternative  random  selection 
plan  may  be  used  by  a  manufacturer: 
Provided,  that  such  a  plan  is  approved 
by  the  Administrator. 

(c)  Each  test  protector  of  the  cate¬ 
gory  selected  for  testing  shall  have  been 
assembled  by  the  manufacturer  for  dis¬ 
tribution  in  commerce  using  the  manu¬ 
facturer's  normal  production  process. 

(d)  At  their  discretion,  EPA  enforce¬ 
ment  officers,  rather  than  the  manufac¬ 
turer.  may  select  the  protectors  desig¬ 
nated  in  the  test  request. 

<e)  The  manufacturer  will  keep  on 
hand  the  thirty  (30)  protectors  desig¬ 
nated  for  testing  pursuant  to  this  test 
request  until  such  time  as  the  category 
is  determined  to  be  in  compliance:  Ex¬ 
cept,  that  hearing  protectors  actually 
tested  and  found  to  be  in  conformance 
with  these  regulations  need  not  be  kept. 

(Sec.  13,  Pub.  L.  92  574.  86  Stat.  1244  (42 
U.S.C.  4912).) 

§211.2.12—3  lot  hearing  protector 
preparation. 

Prior  to  the  official  test,  the  manu¬ 
facturer  shali  select  the  test  hearing  pro¬ 
tector  in  accordance  with  S  211.2.12-2, 
and  shall  comply  with  the  test  protector 
preparation  requirements  of  §  211.2.10-5. 

(Sec.  13,  Pub.  L.  92-574.  86  Stat  1244  (42 
U.S.C.  4912).) 

§  211.2.12—1  Toting  procedures. 

(a)  The  manufacturer  shall  conduct 
one  valid  test  in  accordance  with  the 
test  procedures  specified  in  this  subpart 
for  each  hearing  protector  selected  for 
testing  in  accordance  with  $  211.2.12-2. 

ib)  No  repair  or  adjustments  shall  be 
performed  on  test  hearing  protectors 
once  compliance  testing  has  been  ini¬ 
tiated.  In  the  event  a  hearing  protector  is 
unable  to  complete  the  test,  the  manu¬ 
facturer  may  replace  the  protector.  Any 
replacement  protector  will  be  a  protector 
of  the  same  category  as  the  replaced  pro¬ 
tector.  It  will  be  selected  from  the  re¬ 
maining  designated  test  protectors  and 
will  be  subject  to  all  the  provisions  of 
these  regulations.  Any  replacement  shall 
be  reported  in  the  compliance  audit  test 
report  including  the  reason  for  replace¬ 
ment. 
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(Sec.  13.  Pub  L.  92-574,  86  Stat.  1244  (42 
U.S.C.  4912).) 

§2)1.2.12—5  Reporting  of  te*>t  result*. 

(a)  (1)  The  manufacturer  shall  sub¬ 
mit  to  the  Administrator  a  copy  of  the 
Compliance  Audit  Test  report  for  all 
testing  conducted  pursuant  to  §  211.2.12 
within  5  days  after  completion  of  testing 
of  each  set  of  required  Federal  tests  in 
the  format  stipulated  in  the  test  request. 

«2)  For  each  test  conducted  the  manu¬ 
facturer  will  provide  the  following  infor¬ 
mation: 

( i>  Category  identification. 

<  lit  Production  date,  and  model  of 
hearing  protector. 

<  ill)  The  name  and  location  of  the  test 
facility  utilized  to  conduct  testing  re¬ 
ported  pursuant  to  this  section. 

(iv)  The  completed  data  sheet  in  thp 
form  specified  for  all  tests  including:  for 
each  invalid  test,  the  reason  for  invali¬ 
dation. 

<v)  The  reason  for  the  replacement 
where  a  replacement  protector  was  nec¬ 
essary. 

(3)  The  following  statement  and  en¬ 
dorsement: 

This  report  Is  submitted  pursuant  to  sec¬ 
tion  8  and  section  13  of  the  Noise  Control 
Act  of  1972.  AU  testing  for  wbicb  data  is 
reported  herein  was  conducted  in  strict  con¬ 
formance  with  applicable  regulations  under 
40  CFR  211  et  seq.  All  the  data  reported  here¬ 
in  Is  a  true  and  accurate  representation  of 
such  testing.  All  other  information  reported 
herein  is  to  the  beat  of  (company  name)  and 
(test  laboratory  name)  knowledge,  true  and 
accurate.  1  am  aware  of  the  penalties  as¬ 
sociated  with  violations  of  the  Noise  Control 
Act  of  1972  and  the  regulations  thereunder 
(authorized  representative) 

If  the  testing  is  conducted  by  an  outside 
laboratory  the  manufacturer  shall  re¬ 
quire  an  authorized  representative  of  the 
laboratory  to  cosign  the  statement  and 
endorsement. 

<b)  In  the  case  where  an  EPA  en¬ 
forcement  officer  is  present  during  test¬ 
ing  required  by  this  subpart,  the  written 
reports  in  requested  paragraph  (a)  of 
this  section  may  be  given  directly  to  the 
enforcement  officer. 

(Sec  13,  Pub.  L.  92-574.  86  Stat  1244  (42 
UJ3.C.  4912).) 

§211.2.12—6  Determination  of  compli¬ 
ance. 

<a>  A  category  will  be  deemed  in  com¬ 
pliance  if  the  results  of  both  Federal 
tests,  conducted  pursuant  to  the  test  re¬ 
quest.  In  each  frequency  band  show  at¬ 
tenuation  values  which  meet  or  exceed 
the  labeled  values  for  the  category  and 
the  NRR  when  calculated  from  these 
values  meets  or  exceeds  the  labeled  Noise 
Reduction  Rating. 

tb)  If  a  category  is  not  in  compliance, 
as  determined  In  (a)  of  this  section,  the 
manufacturer  must  satisfy  the  continued 
testing  requirements  of  §  211.2.12-7  and 
the  relabeling  requirements  of  §  211.2.12- 
8  prior  to  any  further  distribution  of 
hearing  protectors  of  that  category  in 
commerce. 

(Sec.  13,  Pub.  L.  92-574,  86  Stat  1244  (42 
X7A.C.  4912).) 
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§  21  1.2. 12—7  Continued  compliance  leat- 
hf> 

If  a  category  is  not  in  compliance  as 
determined  under  S  211.2.12-6,  the  man¬ 
ufacturer  shall  satisfy  the  requirements 
of  paragraph  (a>,  or  <b>,  or  (c)  of  this 
section. 

(a)  All  testing  shall  consist  of  a  set  of 
two  <2)  Federal  tests.  Comparison  is  to 
be  done  within  one-third  octave  bands 
of  each  test.  Testing  shall  continue  until 
the  mean  attenuation  values  from  each 
of  the  last  set  of  the  tests  at  each  one- 
third  octave  band  meet  or  exceed  the 
lowest  attenuation  values  received  from 
all  previous  compliance  tests. 

<b)  Upon  approval  by  the  Adminis¬ 
trator,  at  any  time  the  manufacturer 
may  conduct  only  two  additional  tests 
and  re-label  at  least  as  low  as  the  lowest 
mean  attenuation  values  received  from 
these  two  tests:  Provided,  the  manufac¬ 
turer  can  show  that  the  non-compliance 
under  $  211.2.12-6  was  caused  by  a  fail¬ 
ure  of  quality  control  and  that  such  sit¬ 
uation  causing  the  failure  has  been 
remedied. 

(c)  Upon  approval  by  the  Administra¬ 
tor  the  manufacturer  may  re-label  at  a 
lower  level  in  compliance  with  $  211.2.12- 
8  in  lieu  of  testing  pursuant  to  paragraph 
(a)  of  this  section:  Provided,  the  manu¬ 
facturer  can  show  that  the  re-labeled 
values  adequately  take  into  account  re¬ 
sults  achieved  from  the  Compliance 
Audit  Testing  and  product  variability. 
The  Administrator  is  to  exercise  his  dis¬ 
cretion  in  light  of  factors  Including  prior 
compliance  record  of  the  manufacturer, 
adequacy  of  proposed  new  labeling  value, 
the  amount  of  deviation  of  test  results 
from  the  labeled  values,  and  any  other 
relevant  information. 

(Sec.  18.  Pub.  L.  92  674.  86  Stat.  1244  (42 
tJ.S.C.  4912) .) 

§  2 1  1 .2. 1 2—8  Itc-lulN-liiig  requirements. 


product  line  with  the  lowest  mean  at¬ 
tenuation  value  at  each  one-third  octave 
band  received  from  testing,  or  may  take 
into  account  product  variability  pur¬ 
suant  to  §  211.2.11(b)  and  label  with  a 
lower  mean  attenuation  value  than  the 
worst  case  values  received. 

(Sec.  10(a)(3).  Pub.  L.  92-574.  86  Stat  1242 
(42US.C  4909(a)(3)).) 

§211.2.1.1  Kcinctlinl  order*  for  viola¬ 
tion*  of  llicne  resolution*. 

(a)  The  Administrator  may  issue  an 
order  pursuant  to  8  11  <d>  (1)  of  the  Act 
when  any  person  is  in  violation  of  regu¬ 
lations  promulgated  Under  this  Part. 

<b>  Any  such  order  shall  be  issued 
only  after  notice  and  opportunity  for  a 
hearing  in  accordance  with  section  554 
of  title  5  of  the  United  States  Code. 

<c)  All  costs  associated  with  such 
remedial  orders  shall  be  borne  by  the 
violator. 

(See.  11(d)  Pub.  L.  92  574,  86  Stat.  1243  (42 
U.S.C.  4910(d).) 

§211.2.14  Itr  mm  ill  of  luhrl. 

It  is  prohibited  under  section  10(a)(4) 
of  the  Act  for  any  iierson  to  remove  any 
label  required  by  tills  subsection,  by 
either  physical  removal  or  defacing  or 
any  other  physical  act  making  the  label 
and  its  contents  not  accessible  to  the 
ultimate  purchaser,  prior  to  sale. 

(Sec.  10(a)(4).  Pub.  L.  02-574,  86  Stat.  1242 
(42  U.S.C.  4909(a)  (4))  .) 

Accknoix  A. — Labeling  verification  report 
data  sheet 


Company  name  .. 

Address _ 

Tost  laboratory 
Address  ... 

Model  number  of  hearing  protector 
(  HtoRory  designation 


Labeled  values 


Frequency  Mean  attenuation  Standard 
deviation 


m 

250 

A 10  . 

MOO 

RMO 

3150 . 

MOO 

6300. . 

MNKI  .  ... 

Noise  reduc¬ 
tion  rati  i  ik 


If  replacement  heariiiK  protector  was  necessary  to 
conduct  test,  reason  for  replacement: 

This  rejKirt  is  submitted  pursuant  to  section  8  and  sec¬ 
tion  13  of  the  Noise  Control  Act  of  1(172  All  testing  tor 
which  data  are  rc|s>rted  herein  Is  conducted  in  strict 
ronformance  with  applicable  regulations  under  40  (  Fit 
Part  211  cl.  seq  All  the  data  reported  herein  are  a  true 
and  accurate  representation  of  such  testing  All  other 
information  re|x>rtod  herein  is  to  the  l>eet  of  (company 
name)  and  (test  lalmratory  name)  know  ledge  true  and 
accurate.  I  am  aware  of  the  iienalties  associated  with 
violation  of  the  Noise  Control  Act  of  1972  and  the  tegu- 
lations  thereunder. 

(Authorised  representative  of  company  ) 
i  Authorised  representative  of  test  laboratory  ) 

Appkniux  II. — Compliance  audit  h*ting 
report  data  sheet 

Company  name 

Address 

Taat  laboratory  ” 

Address  .  [ 

Model  number  of  bearing  prelector 
Category  designation 
Production  date 

Test  results 


Frequency  Mean  attenuation  Standard  deviation 


Ml 

250 

'sin 

MMI 

aom 

:umi 

4000 

00Q0 

soui 

Note  reduc 
lion  rating 


(a)  Any  manufacturer  who  Is  found 
to  be  In  nonconformance  In  accordance 
with  S  211.2.12-6  and  who  has  met  the 
requirements  of  9  21 1.2.12—7  shall  re¬ 
label  In  accordance  with  8  211.2.11,  all 
protectors  of  the  sjjeclflcd  category  al¬ 
ready  In  his  possession  before  distribut¬ 
ing  them  in  commerce.  The  manufac¬ 
turer  shall  re-label  at  values  no  greater 
than  any  mean  attenuation  values  re¬ 
ceived  from  compliance  audit  testing. 
Any  manufacturer  who  proceeds  with 
8  211  2.12-7  (a)  or  <b)  shall  re-label  his 


Tests  result 


Frequency  Mean  attenuation  Standard 
deviation 


1* . 

250 

500 

1000  . 

2000  . 

SlfiO.. 

4000 . 

6300 . 

8000 . 

Noise  reduc¬ 
tion  rating. 


If  replacement  hearing  protector  was  necessary  to 
conduct  lest,  reason  for  replacement: 

This  report  is  submitted  pursuant  to  section  8  and 
section  13  of  (lie  Noise  Control  Act  of  1972.  All  testing 
tar  which  data  are  reported  herein  is  conducted  In  Strict 
conformance  with  applicable  regulations  under  40  CFK 
Part  211  el.  seq.  Ail  the  data  re|>orted  herein  are  a  true 
and  accurate  representation  of  such  testing.  All  other 
infonnaUon  reported  herein  is  to  the  best  of  (company 
name)  and  (test  ialHtratory  name)  knowledge  true  ami 
accurate.  1  am  aware  of  the  penalties  Associated  with 
violation  of  the  Noise  Control  Act  of  1972  and  the  regu¬ 
lations  thereunder. 

(Authorised  representative  of  Company.) 

(Authorized  representative  of  test  Laboratory.) 
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